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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on August 
5, 2005 has been entered. 

Status of the claims 
Claims 20-30 are presently pending and under examination. 

Withdrawal of Objections and Rejections 

The objections and rejections not explicitly restated below are withdrawn. 

New Objection(s) and Rejection(s) 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 20-30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 20-21 and 30 the applicants cite a method of clearing misfolded 
proteins from blood comprising contacting a sample with a proteon nucleation center for 
a limited time and removing the misfolded protein from the sample; however this claim 
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is indefinite for numerous reasons; the actual term proteon and the phrase "proteon 
nucleation center" are considered to be indefinite, the mentioned term and phrase are 
not used in the art, nor are they defined sufficiently in the specification of the present 
application. On page 2, lines 19-20, of the specification of the present application the 
applicants have stated that proteons are comprised of misfolded proteins, this can not 
be considered to be a sufficient definition because the applicants have intentionally or 
unintentionally insinuated, by using the transitional phrase comprising, that proteons are 
not necessarily just made up of misfolded proteins but also contain other components, 
however the applicants have failed to define or explain what other components are 
included in a proteon. Since the term proteon is not a term of art and appears to be 
created by the applicants, it is prudent that the applicants provide a concise definition 
and explanation of the said term. Furthermore it is not clear how the active step of the 
claim, contacting a sample of blood with a proteon nucleation center, leads to the 
removing of a misfolded protein from the sample. Claims 22-29 are dependent claims 
that do not overcome the deficiencies of the independent claim that they are dependent 
upon. 

Claims 27 and 28 recite the limitation "heating pressure" in line 1. There is 
insufficient antecedent basis for this limitation in the claim. There is no mention of a 
heating pressure in independent claim 21. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 20 is rejected under 35 U.S.C. 102(b) as being anticipated by Potempa et 
ah, United States Patent No: 5,874,238. 

Potempa et al. teach that mutant proteins may be used to remove aggregated 
immunoglobulin or immune complexes from fluids used for research, in therapeutic 
procedures, or in diagnostic tests, e.g., solutions containing monoclonal antibodies, 
antisera, derivatized reagents, intravenous gamma globulin, or isolated blood 
components. The mutant protein may be bound on a solid support for removing 
aggregated or complexed immunoglobulins from such fluids. Suitable solid supports are 
those described above, and the mutant protein is bound to them in the ways described 
above. Alternatively, the mutant protein may be added directly to such fluids in order to 
remove the aggregated or complexed immunoglobulins (Column 9 lines, 15-25). It is 
important to point out that even though Potempa et al. do not specifically point out that a 
PNC is used in the process of clearing misfolded proteins (aggregated proteins), the 
reference still applies because the applicants have not sufficiently described a PNC in a 
manner which a person skill in the art would understand the metes and bounds of the 
invention. Furthermore it is clear that the method of Potempa et al. would achieve the 
same end result of the method of the present application. The applicants have not 
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defined or clarified how a mutant protein would be different than a PNC; therefore the 
method of the invention as presently described is anticipated by the disclosure of 
Potempa et al. Thus Potempa et al. teach all the elements of claim 20 and this claim is 
anticipated under 35 USC 102(b). 

Claims 21- 22 and 24-27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Watanabe et al., 2000. 

Watanabe et al. teach that ovalbumin (OVA) was aggregated stepwise by dry 
heating at 120° C with a gradual increase in its heating times (10min-6h) (DHOVA) 
(Abstract, lines1-2; Materials and methods: Preparation of samples, lines 6-9). 

Watanabe et al. teach that DHOVA samples were solubilized to obtain a 
concentration of 5% (w/w) and each sample was reheated at 60° C for 3.5 minutes in a 
water bath and the resultant supernatant was measured followed dilution with 10 mM 
phosphate buffer according to the method of lowery et al., 1951 and the coagulated 
protein ratio (%CPR) was obtained (Materials and methods: Heat aggregation and 
coagulation of DHOVA, lines 1-12) 

Thus Watanabe et al. teach all the elements of claims 21- 22 and 24-27 and 
these claims are anticipated under 35 USC 102(b). 

Conclusion 

No claims are allowed 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert B. Mondesi whose telephone number is 571- 
272-0956. The examiner can normally be reached on 9am-5pm, Monday-Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Robert B. Mondesi 

u 




